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Claim Rejections - 55 IJSC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-36 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for one N-containing 5 and 6 member ring 
containing compounds does not reasonably provide enablement for the broader 
scope in claims 1, 27 and claims dependent thereon. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in scope with these claims. 
Specification provides no guidance as to what other rings might be suitable and 
there is no basis in the prior art directed to similar compounds having the same 
activity as herein. 

Scope of mono or poly-ring 3- to 8-membered heteroaryl having 1 to 3 
heteroatoms is not adequately enabled. A review of the specification shows no 
heteroaryls described that are representative of actual working examples. 

The limited data provides no clear evaluation of how the remaining scope 
with up to 3 hetero atoms in any array might affect potency to a large or small 
degree. 
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Applicants have failed to establish that the compounds tested are structurally 
and functionally similar to those tested herein or to known compounds having the 
same activities. 

There is thus no reasonable basis for assuming that the myriad of 
compounds embraced by the claims will all share the same physiological properties 
since they are so structurally dissimilar as to be chemically non-equivalent . Note 
In re Surrey 151 USPQ 724 regarding sufficiency of disclosure for a Markush 
group. Also see MPEP 2164.03 for enablement requirements in cases directed to 
structure- sensitive arts such as the pharmaceutical art. Also note the criteria for 
enablement as set out in In re Wands cited in MPEP 2164.01(a), August 2000 
edition. Thus given the breadth of the claims, the level of unpredictability in the art 
and the lack of direction (i.e. working examples) provided as to what other ring 
systems might work this rejection is applied. 

Though clearly one of ordinary skill in the art could identify much of what is 
within the scope of the alphanumeric substituents of the recited formulas the 
delineation between what is and what is not claimed has not been circumscribed. 
The specification only provides some examples of what these terms may signify, 
but does not limit "heteroaryl" to any particular definition. For example, page 16 
teach many non-limiting examples of "heteroaryl groups," but this section 
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followed by "and the like," makes it clear that applicants do not wish to be limited 
to only those named heteroaryls. Again, where the delineation between claimed 
subject matter and unclaimed subject matter lies is unclear from a reading of the 
claims in light of the specification. More than one definition of the general term 
"heteroaryl" is accepted by those of ordinary skill in the art of organic chemistry. 
Some consider cyclic organic compounds wherein at least one carbon atom is 
replaced by sulfur, oxygen or nitrogen to be heterocyclic compounds, while others 
of ordinary skill include selenium, tellurium, boron or tin containing rings to be 
within the scope of the term "heteroaryl" as it is commonly used, and some 
definitions of "heteroaryl" do not require carbon to present at all. 

The examiner directs applicants' attention to the following three references: 
On page 282 of the McGraw-Hill Dictionary of Chemical TenTis(1990), the 
definition of "heterocyclic compound" is a compound in which the ring structure is 
a combination of more than one kind of atom. On page 490 of the Concise 
Encyclopedia Chemistry (1993), the definition of "heteroaryl" is cyclic 
hydrocarbon compounds in which the ring consists of carbon and at least one other 
element, usually, N, O or S. The definition goes on to explain that the possibilities 
for synthesis are nearly unlimited, and that compounds wherein the heteroatoms 
are of elements like phosphorous, arsenic, selenium, and tellurium are being 
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incorporated witli increasing frequency. On page 594 of Hawley's Condensed 
Cliemical Dictionary (1993), "heterocyclic" is defined as a closed-ring structure, 
usually, either 5 or 6 members, in which one or more of the atoms in the ring is an 
element other than carbon, e.g, sulfur, nitrogen, etc. These three definitions should 
make it abundantly clear that there is no one specific and exact definition of the 
word "heteroaryl," thus when this term is present as a claim limitation, the metes 
and bounds of protection are not pointed out and distinctly claimed. Though the 
three above-cited definitions of the term have some shared aspects, chemists of 
ordinary skill would not necessarily agree on the full scope and meaning of the 
term "heteroaryl." 

.Claims 34-36 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. ***. 

Polymorphs are different crystalline forms of the same pure substance in 
which molecules have different arrangements and/or different molecular 
conformation. Polymorphic solids have different unit cells and display different 
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physical properties such as unit packing, thermodynamic, spectroscopic, interfacial 
and mechanical properties. Physical properties differ among various polymorphs. 

When claiming a polymorph the name or structure of the chemical 
compounds should be included. It is noted that applicant has not provided a 
standard convention to designate and name the polymorphic form and distinguish it 
from other polymorphic and pseudomorphic forms. There is no incorporation of 
comparison and characterization data. Polymorphic forms are often identified by 
XRPD. The Claims as presently recited do not contain sufficient identification to 
distinguish forms. Peak locations sufficient to delineate the polymorphic forms 
have not been provided nor have relative intensity also been provided. Peak heights 
can vary depending on conditions. Details such as instrument settings and types 
should be included in the specification. Art recognized variation (scattering angles 
±0.2°, relative intensity varying by no more than 20%) is expected. 

Melting point alone is not sufficient to identify any particular form. Melting 
points can be very close. 

Even if one could predict that polymorphs exist, there is no general 
teaching or suggestion in the art that allows one to predict how to make a particular 
polymorph. No teaching or suggestion exists in the art to identify and to appreciate 
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the properties and characteristics of a particular polymorph prior to it being 
identified. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

Claims 1-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nakazato et al US 6333428 and/or Massey et al US 6160009 

Nakazato ct al US 6,333,428 teach a process for preparing bicyclohexane 
derivatives, intermediate processes and products of the type recited in the claims, 
see, for example column 2, lines 30-53, column 3 lines 39-70, column 4 lines 1-70, 
column 5 lines 45-70 and column 7 lines 5-55. Massey et al US 6,160,009 teach 
analogous compounds produced by an analogous process. See, for example, 
column 2 lines 10-63 and column 9 lines 22-37. 

No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Raymond Covington whose telephone number 
is (571) 272-0681. The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Janet Andres at telephone number (571) 272-0867. 

The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR 

only. For more information about the PAIR system, see http://pair- 

direct.uspto.gov. Should you have questions on access to the Private PAIR system, 

contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/R. C./ /Janet L. Andres/ 

Examiner, Art Unit 1625 Supervisory Patent Examiner, 

Art Unit 1625 



